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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  162 
[OPP-30029B;  PH-FRL  1674-6] 

Regulations  for  the  Enforcement  of 
the  Federal  Insecticide,  Fungicide  and 
Rodenticide  Act;  Classification  of  Uses 
of  Active  Ingredients  for  Restricted 
Use 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  This  final  rule  adds  certain 
uses  of  eight  active  ingredients  to  the 
list  of  uses  which  the  Agency  has 
classified  for  restricted  use.  The  current 
list  is  contained  in  40  CFR  162.31  and 
this  final  rule  will  amend  that  section. 
EFFECTIVE  date:  This  rule  will  not  take 
effect  before  the  end  of  60  calendar  days 
of  continuous  session  of  Congress  after 
the  date  of  publication  of  this  rule.  EPA 
will  publish  a  notice  of  the  actual 
effective  date  of  this  rule.  See 
Supplementary  Information  for  further 
details. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mr.  Walter  Waldrop  (TS-767),  Office  of 
Pesticide  Programs,  Environmental 
Protection  Agency,  401  M  Street,  S.W., 
Washington,  D.C.  20460,  (202-426-2510). 
SUPPLEMENTARY  INFORMATION:  EPA 
issued  a  notice  which  was  published  in 
the  Federal  Register  of  August  1, 1979, 

(44  FR  45219)  and  requested  comment  on 
its  proposal  to  classify  certain  uses  of  21 
active  ingredients  for  restricted  use. 

EPA  took  this  action  pursuant  to  Section 
3(d)  of  the  Federal  Insecticide,  Fungicide 
and  Rodenticide  Act  (FIFRA),  as 
amended,  7  U.S.C.  136a(d),  and  40  CFR 
162.30.  40  CFR  162.30  provides  that  a  use 
shall  be  classified  for  restricted  use  if 
the  Administrator  determines  that  the 
incremental  risk  of  unrestricted  use,  i.e., 
those  over  and  above  the  risks  of 
restricted  use,  outweigh  the  incremental 
benefits  of  unrestricted  use,  i.e.,  those 
over  and  above  the  benefits  of  restricted 
use.  Applying  that  criterion,  the 
Administrator  preliminarily  determined 
to  classify  for  restricted  use  certain  uses 
of  the  21  active  ingredients  referred  to 
above  and  accordingly  published  in  the 
Federal  Register  notice  proposing  a 
regulation  to  that  effect  in  44  FR  45219. 

Comments  on  the  proposed  regulation 
were  received  from  interested  parties. 
Of  the  comments  received  none 
contained  objections  to  the  action 
proposed  by  EPA  with  respect  to  eight 
of  21  active  ingredients  in  question. 
However,  comments  were  received 
which  were  adverse  to  the  action 


proposed  by  EPA  on  the  other  13  active 
ingredients.  In  this  group  the  principal 
criticism  was  EPA’s  reliance  on  residue 
effects  on  avian  species  as  a  basis  for 
proposing  to  classify  certain  granular 
formulations  for  restricted  use.  Another 
common  criticism  was  submitted  by  a 
number  of  mosquito  control  districts 
which  objected  to  EPA’s  proposed 
restricted  use  classification  of  temephos 
for  mosquito  control  uses.  These 
comments  are  currently  under 
consideration  by  the  agency. 

Since  the  agency  received  no  adverse 
comments  on  its  proposal  with  respect 
to  the  eight  active  ingredients  referred 
to,  it  has  determined  to  classify  those  for 
restricted  use  by  amending  40  CFR 
162.31  at  this  time  rather  than 
unnecessarily  delaying  their 
classification  while  it  considers  the 
comments  received  on  the  other  13 
active  ingredients.  Comments  on  the 
remaining  13  active  ingredients  will  be 
addressed  by  the  agency  in  a  future 
Federal  Register  notice  and  a  final 
regulation  with  respect  to  them  will  be 
promulgated  at  that  time,  if  warranted. 

Only  one  specific  comment  was 
received  on  any  of  the  eight  active 
ingredients  which  are  the  subject  of  this 
final  rule.  The  comment  related  to  the 
agency’s  proposed  restricted  use 
classification  of  certain  uses  of 
methidathion.  The  registrant  was 
concerned  that  any  future  data 
developed  to  support  a  general  use 
classification  would  be  reviewed  and 
acted  upon  by  the  Agency.  The  agency 
notes  that  it  is  prepared  to  review  any 
new  data  developed  by  a  registrant  or 
other  party  for  purposes  of  reclassifying 
a  previously  restricted  product.  See 
FIFRA  section  3(d)(3),  as  amended,  7 
U.S.C.  136a(d)(3).  Further,  all  restricted 
use  classification  decisions  made  under 
these  procedures  will  be  reviewed  at  the 
time  of  reregistration. 

The  agency  also  notes  that  it  has 
withdrawn  from  this  final  regulation  the 
restricted  use  classification  of  EPN 
granular  formulations  2  percent  and 
greater  based  on  residue  effects  on 
avian  species.  There  were  no  comments 
submitted  on  the  proposed  restriction  of 
these  formulations,  but  the  agency  has 
decided  to  consider  them  with  the  other 
granular  formulations  still  under  review. 

It  is  important  to  note  that  this 
regulation  only  classifies  uses  for 
restricted  use.  If  a  use  is  not  classified 
for  restricted  use  by  this  regulation,  it 
does  not  mean  that  it  is  classified  for 
general  use  under  section  3(d)  of  FIFRA, 
as  amended;  it  merely  means  that  the 
use  has  not  yet  been  classified  for  either 
general  use  or  restricted  use.  However, 
as  a  practical  matter,  a  use  which 
remains  unclassified  will  be  generally 


available  to  all  consumers  since 
certification  would  not  be  required  for 
purchase  and  use.  The  agency  is  not 
classifying  uses  for  general  use  by 
regulation  primarily  because  such  a 
decision  requires  an  evaluation  of 
chronic  data.  Review  of  chronic  data 
has  not  been  a  part  of  classification  by 
regulation  since  much  of  that  data  has 
yet  to  be  generated  and  submitted  to  the 
agency. 

The  agency  has  also  indicated  in  this 
final  rule  that  all  uses  of  formulations 
containing  0.027  percent  to  4  percent  of 
cycloheximide  are  “under  evaluation.” 
This  indicates  that  these  uses  are  still 
under  active  review  for  purposes  of 
classification  by  regulation.  The 
practical  effect  of  the  “under 
evaluation”  designation  is  the  same  as 
that  of  “unclassified,"  i.e.,  the  use  will 
be  generally  available  to  all  consumers. 
Further,  any  use/formulation  that  is 
“under  evaluation”  would  require  no 
action  on  the  part  of  any  potentially 
affected  registrant.  A  final  classification 
determination  of  those  uses/ 
formulations  which  are  “under 
evaluation"  may  be  made  through  these 
optional  classification-by-regulation 
procedures  or  may  be  deferred  until  the 
time  of  reregistration. 

Any  product  use  classified  for 
restricted  use  under  these  regulations  is 
limited  to  use  by  or  under  the  direct 
supervision  of  a  certified  applicator. 
Registrants  of  pesticide  products  with 
uses  classified  for  restricted  use  by  this 
final  rule  must  comply  with  the 
requirements  of  40  CFR  162.30  within  the 
deadfines  specified  in  those  regulations. 

Further  information  on  Effective  Date 
of  this  rule.  On  December  17, 1980, 
President  Carter  signed  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide 
Act  Extension  Bill  (Pub.  L.  96-539).  This 
bill  amended  several  sections  of  FIFRA, 
including  sec.  25  on  rulemaking.  Section 
4  of  the  Extension  Act  adds  a  new 
paragraph,  sec.  25(e),  to  FIFRA  which 
requires  EPA  to  submit  final  regulations 
to  Congress  for  review  before  the 
regulation  becomes  effective.  Copies  of 
this  rule  have  been  transmitted  to 
appropriate  offices  in  both  Houses  of 
Congress. 

Pursuant  to  sec.  4  of  the  1980  FIFRA 
Extension  Act,  and  in  accordance  with 
President  Carter’s  statement  on  signing 
the  bill  (Weekly  Compilation  of 
Presidential  Documents,  p.  2814, 
December  22, 1980),  this  rule  will  not 
take  effect  before  the  end  of  60  calendar 
days  of  continuous  session  of  Congress 
after  the  date  of  publication  of  this  rule. 
Since  the  actual  length  of  this  waiting 
period  may  be  affected  by 
Congressional  action,  it  is  not  possible, 
at  this  time,  to  specify  a  date  on  which 
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this  regulation  will  become  effective. 
Therefore,  EPA,  at  the  appropriate  time, 
will  publish  a  notice  in  the  Federal 
Register  announcing  the  end  of  this 
“report  and  wait”  period  and  notifying 
the  public  of  the  actual  effective  date  of 
this  regulation. 

Regulatory  Analysis 

The  agency  has  determined  that  this 
document  does  not  contain  a  major 
proposal  requiring  preparation  of  a 
regulatory  analysis  under  Executive 
Order  12044. 

Evaluation  Plan 

Section  2(d)(8)  of  Executive  Order 
12044  requires  that  each  new  significant 
regulation  have  a  plan  for  evaluating  its 
effectiveness.  All  restricted  use 
classification  decisions  promulgated 
under  this  final  rulemaking  will  be 
reviewed  by  the  agency  at  the  time  of 
reregistration  as  part  of  the  overall  risk- 
benefit  analysis  to  be  undertaken  at  that 
time.  For  a  discussion  of  the  difference 
between  the  overall  risk-benefit 
analysis,  and  the  incremental  risk- 
benefit  analysis  performed  under  40 
CFR  162.30,  see  42  FR  44170. 

In  connection  with  the  agency's 
obligations  under  section  2(d)(8)  of 
Executive  Order  12044,  one  commenter 
questioned  the  agency’s  intent  to  review 
classification  decisions  at  the  time  of 
reregistration,  citing  the  anticipated 
length  of  time  required  to  complete  this 
process.  Because  of  the  projected  length 
of  time  required,  the  commenter 
suggested  that  the  agency  include  a 
statement  about  the  anticipated  time 
involved  in  completing  the  reregistration 
process. 

While  it  is  true  that  it  will  take  at 
least  10-15  years  to  complete  the 
reregistration  of  all  active  ingredients, 
the  agency  still  believes  that 
reregistration  is  the  most  appropriate 
time  to  review  the  effectiveness  of  these 
classification  decisions.  However,  the 
agency  will  consider  evaluating  the 
effectiveness  of  the  restricted  use 
classification  of  any  specific  active 
ingredient(s)  prior  to  reregistration  if 
there  is  a  demonstrated  need  to  do  so. 

Statutory  Review 

The  U.S.  Department  of  Agriculture 
has  reviewed  the  final  regulation  in 
accordance  with  Section  25(a)  of  the 
Federal  Insecticide,  Fungicide  and 
Rodenticide  Act  (FIFRA)  as  amended 
and  concurs  with  its  publication  in  the 
Federal  Register.  The  FIFRA  Scientific 
Advisory  Panel  has  reviewed  the  final 
regulation  in  accordance  with  Section 
25(d)  of  FIFRA  and  concurs  with  its 
publication  in  the  Federal  Register.  The 
panel  also  offered  an  additional  special 
comment  which  is  discussed  below. 


The  panel  expressed  concern  about 
the  potential  serious  threat  to  public 
health  posed  by  the  designation  of 
formulations  of  nicotine  and  zinc 
phosphide  as  unclassified  for  domestic 
and  non-domestic  uses.  The  panel  cited 
the  history  of  accidental  poisoning  over 
a  long  period  of  time  with  such  toxicants 
and  indicated  that  in  its  opinion,  making 
them  available  to  the  general  public 
while  certain  field  uses  are  restricted 
tends  to  give  the  public  a  false  sense  of 
security.  The  panel  recommended  that 
in  the  future  all  use  patterns  be 
appropriately  addressed.  The  panel 
further  suggested  that  the  technical 
merits  of  the  current  classification 
procedure  be  reevaluated,  if  necessary, 
to  ensure  that  the  availability  of  highly 
toxic  poisons  in  domestic  situations  for 
use  by  unskilled  persons  is  not 
promoted. 

With  respect  to  the  panel's  concern 
that  the  agency’s  classification  decisions 
on  certain  active  ingredients  tend  to  give 
the  public  a  false  sense  of  security  and 
that  the  classification  procedures 
themselves  promote  the  use  of  highly 
toxic  poisons  in  domestic  situations  for 
use  by  unskilled  persons,  the  agency 
notes  the  following: 

1.  While  it  is  true  that  in  some 
classification  decisions  agricultural  and 
non-domestic  uses  of  certain  active 
ingredients  have  been  classified 
restricted  while  domestic  uses  have 
remained  unclassified,  products  with 
domestic  use  patterns  are  generally 
much  less  concentrated  than  those  with 
agricultural  crop  uses  and  consequently 
pose  a  lesser  degree  of  risk.  This  is  true 
for  the  formulations  of  zinc  phosphide 
and  nicotine  (alkaloid)  addressed  in  this 
regulation. 

2.  During  the  classification-by¬ 
regulation  process,  all  of  the  use 
patterns  and  formulations  of  an  active 
ingredient  under  review  are  evaluated 
(as  recommended  by  the  panel)  and 
subjects  to  the  classification  criteria  of 
40  CFR  162.11  (c)(20)  which  impose  more 
rigid  safety  limits  on  domestic  uses  than 
non-domestic  uses.  In  fact,  the 
classification  criteria  provide  for  a 
safety  factor  ten  times  greater  for 
pesticides  used  in  domestic  use 
situations  than  that  for  pesticides  used 
in  non-domestic  use  situations.  For 
instance,  pesticide  products  are 
considered  to  be  candidates  for 
restricted  use  in  non-domestic  use 
situations  if  the  acute  dermal  LDjo  is  200 
mg/kg  or  less  while  such  products  are 
considered  to  be  candidates  for 
restricted  use  in  domestic  use  situations 
if  the  acute  dermal  LD50  is  200  mg/kg  or 
less. 

3.  With  it  is  true  that  only  a  limited 
number  of  domestic  uses  have  been 
classified  for  restricted  use  when 


compared  to  agricultural  uses,  most  of 
the  active  ingredients  reviewed  in  the 
classification-by-regulation  process  do 
not  have  any  domestic  uses. 

While  respect  to  the  panel’s 
recommendation  that  highly  toxic 
pesticides  such  as  zinc  phosphide  and 
nicotine  not  be  allowed  in  the  home 
environment  for  use  by  unskilled 
persons,  the  agency  notes  that  those 
formulations  of  zinc  phosphide  (2%  and 
less)  and  nicotine  (alkaloid)  (1.5%  and 
less)  identified  in  this  rulemaking  as 
unclassified  did  not  meet  the  risk 
criteria  for  restricted  use.  An 
examination  of  the  accident  history  of 
both  active  ingredients  (which  also  can 
be  grounds  for  classifying  formulations 
or  uses  for  restricted  use  under 
§  162.11(c)(4)),  as  shown  by  the  agency’s 
Pesticide  Incident  Monitoring  System 
(PIMS)  revealed  a  total  of  thirteen 
incidents  for  each  active  ingredient. 
Although  there  were  two  reported 
fatalities  with  nicotine  (alkaloid)  both 
were  ruled  to  be  suicide.  (The  PIMS  data 
file  represents  slightly  over  34,000 
reported  incidents  covering  the  period 
1966  to  the  present.)  No  other  serious 
incidents  with  zinc  phosphide  or 
nicotine  (alkaloid)  were  reported. 
Therefore,  neither  the  risk  criteria  nor 
accident  data  gave  the  agency  reason  to 
believe  there  was  sufficient  reason  to 
classify  either  of  these  two  active 
ingredients  (at  the  percentage 
concentration  indicated)  for  restricted 
use. 

The  broader  policy  issue  of  whether 
or  not  zinc  phosphide  and  nicotine 
(alkaloid)  should  be  prohibited  from 
domestic  use  regardless  of  formulation 
or  concentration,  is  not  one  that  can  be 
addressed  in  the  classification  by 
regulation  process.  This  process  was 
designed  to  focus  on  the  incremental 
risks  and  benefits  of  unrestricted  use 
and  was  not  meant  to  be  a 
comprehensive  evaluation  of  overall 
risks  and  benefits.  This  more 
comprehensive  evaluation  of  risks  and 
benefits  for  zinc  phosphide  and  nicotine 
(alkaloid)  will  be  accomplished  during 
reregistration. 

The  provisions  of  40  CFR  162.16. 
imposing  a  requirement  for  child- 
resistant  packaging,  also  are  pertinent. 
Products  which  meet  certain  acute 
toxicity  criteria  and  are  labeled  to  allow 
them  to  be  used  in  residential  settings 
must  be  packaged  in  a  way  which  will 
lessen  the  ability  of  smail  children  to 
obtain  access  to  the  product’s  contents. 

One  further  point  needs  to  be  noted. 
Just  as  the  agency  is  concerned  about 
the  health  and  safety  of  people  who  use 
and  are  exposed  to  pesticides,  there  is 
also  concern  that  homeowners  and 
domestic  users  have  a  selection  of 
available  pesticides  that  will  provide 
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effective  and  affordable  pest  protection 
and  still  be  within  "acceptable"  risk 
limits. 

The  Scientific  Advisory  Panel  report 
is  published  in  its  entirety  below. 

Scientific  Advisory  Panel  Review  of  Final 
Rulemaking 

The  Federal  Insecticide,  Fungicide  and 
Rodenticide  Act  (FIFRA)  Scientific  Advisory 
Panel  completed  review  of  final  rulemaking 
for  classification  of  certain  uses  of  eight 
active  ingredients  as  restricted  uses  during 
the  thirty-third  meeting  of  the  Panel,  held  in 
Arlington,  Virginia,  during  the  period  June  26- 
27, 1980. 

Maximum  public  participation  was 
encouraged  for  discussion  of  the  document 
under  review.  During  the  meeting,  public 
comments  were  received  from 
representatives  of  EPA  and  the  pesticide 
industry.  Public  notice  of  the  meeting  was 
published  in  the  Federal  Register  on  June  10. 
1980.  In  addition,  special  mailings  and 
telephonic  notices  were  sent  to  persons  who 
had  previously  indicated  an  interest  in 
activities  of  the  Panel. 

In  consideration  of  all  matters  brought  out 
during  the  meeting  and  careful  review  of  all 
documents  submitted  by  the  Agency,  the 
Panel  submits  the  following  report: 


The  FIFRA  Scientific  Advisory  Panel 
unanimously  concurs  with  the  document 
submitted  on  June  5, 1980,  outlining  final 
rulemaking  for  classification  of  pesticides. 

Special  comment:  The  Panel  is  alarmed  by 
the  potential  serious  threat  to  public  health 
posed  by  designation  of  formulations  of 
nicotine  and  zinc  phosphide  as  unclassified 
for  all  domestic  and  non-domestic  uses.  The 
Panel  is  of  the  opinion  that  such  highly  toxic 
poisons  should  not  be  allowed  in  the  home 
environment  for  use  by  unskilled  persons. 

The  history  of  accidental  poisoning  over  a 
long  period  of  time  with  such  toxicants  would 
indicate  their  hazard  potential  in  a  variety  of 
situations  and  conditions. 

Permitting  such  formulations  to  remain  on 
the  market  in  an  unclassified  status  while 
field  uses  of  the  same  toxicants  are  classified 
as  restricted  tends  to  give  the  public  a  false 
sense  of  security.  The  Panel  recommends  that 
this  problem  be  avoided  in  the  future  by 
ensuring  that  whenever  a  highly  toxic 
material  is  classified  as  restricted  on  the 
basis  of  toxicity  that  all  use  patterns  be 
appropriately  addressed  (i.e.,  field,  domestic, 
non-domestic,  etc.).  The  Panel  urges  the 
Agency  to  make  this  a  generalized  viewpoint 
for  rulemaking  and  if  necessary  reevaluate 
the  technical  merits  of  current  classification 
procedures  which  tend  to  promote  the 


availability  of  highly  toxic  poisons  in 
domestic  situations  for  use  by  unskilled 
persons. 

For  the  Chairman: 

Certified  as  an  accurate  Report  of  Findings: 

H.  Wade  Fowler,  Jr.,  Ph.D.,  Executive 
Secretary,  FIFRA  Scientific  Advisory  Panel. 

Date:  July  15, 1980. 

Persons  wishing  to  review  the  comments 
and  other  information  relating  to  this 
rulemaking  are  referred  to  the  Document 
Control  Officer  (TS-777),  Office  of  Pesticides 
and  Toxic  Substances,  Rm.  E447, 
Environmental  Protection  Agency,  401  M 
Street,  S.W.,  Washington,  D.C.  20460.  The 
material  is  available  for  reviewing  from  8:00 
a.m.to  4:00  p.m.  daily,  Monday  through 
Friday,  excluding  holidays. 

(Secs.  3(d),  25(a),  92  Stat.  826-7,  89  Stat.  751- 
2,  92  Stat.  836;  (7  U.S.C.  136  et  seq.)) 

Dated:  January  12. 1981. 

Douglas  M.  Costle, 

Administrator. 

Part  162,  Subpart  A,  §  162.31  is 
amended  by  alphabetically  inserting 
chloropicrin,  cycloheximide, 
dicrotophos,  EPN,  methamidophos, 
methidathion,  nicotine  (alkaloid),  and 
zinc  phosphide  in  the  table  to  read  as 
follows: 


§  162.31  Pesticide  use  classification. 

The  following  uses  of  pesticide  products  containing  the  active  ingredients  specified  below  have  been  classified  for 
restricted  use  and  are  limited  to  use  by  or  under  the  direct  supervision  of  a  certified  applicator. 

Active  ingredient  Formulation  Use  patterns  Classification  Criteria  influencing  restriction 


Chloropicrin . 


All  formulations  greater  than  20, 

All  formulations . „ . 

All  formulations  2%  and  less  ... 


.  All  uses .  Restricted . 

.  Rodent  control. . . . . .  Restricted 

.  Outdoor  uses  (other  than  rodent  control) .  Unclassified 


Acute  inhalation  tonicity 
Hazard  to  non-target  organisms. 


Cycloheximide 


All  formulations  greater  than  4% .  All  uses . . . . .  Restricted  .  Acute  dermal  toxicity 

All  formulations  0.027%  to  4% . . . _  All  uses. . .'. . . . .  Under 

evaluation. 

All  formulations  0.027%  and  less . .  Domestic  uses .  Unclassified _ 


Dicrotophos . . .  All  liquid  formulations  8%  and  greater. 


Restricted .  Acute  dermal  toxicity:  residue 

effects  on  avian  species  (except 
lor  tree  injections) 


EPN . 


All  liquid  and  dry  formulations  greater  than  4° 


All  uses . .  Restricted .  Acute  dermal  toxicity;  acute 

inhalation  toxicity;  residue 
■  effects  on  avian  species. 

Aquatic  uses .  Restricted .  Effects  on  aquatic  organisms 


Methamidophos. 
Methidathion . 


Liquid  formulations  40%  and  greater 


Dust  formulations  2.5%  and  greater . 
All  formulations . 


All  formulations . 


All  uses . Restricted .  Acute  dermal  toxicity;  residue 

effects  on  avian  species. 

All  uses . Restricted . Residue  effects  on  avian  species. 

All  uses  except  nursery  stock,  safflower  and  sun-  Restricted .  Residue  effects  on  avian  species. 

flower 

Nursery  stock,  safflower  and  sunflower . .  Unclassified . 
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Active  ingredient 

Formulation 

Use  patterns 

Classification 

Criteria  influencing  restriction 

Nicotine  (alkaloid) . 

.  Liquid  and  dry  formulations  14%  and  above . 

.  Indoor  (greenhouse) . 

Restricted . 

Acute  inhalation  toxicity. 

Effects  on  aquatic  organisms. 

Liquid  and  dry  lormulations  1.5%  and  less . 

.  All  uses  (domestic  and  non-domestic) . 

Unclassified . 

around  buildings. 

Acute  inhalation  toxicity. 

Hazard  to  non-target  organisms. 

Acute  oral  toxicity. 

buildings). 
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